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HAVMMEHOBAHWE MEANLMHCKOIO
N3AENNA (MWN)

NNH3bI  KOHTaKTHble MArKWe MI1aHOBOW 3aMeHbl
SofLens® 59 (xunadunkoH b), B cocTase:

l. JINH3bl  KOHTAKTHble MArKWe  nIaHoBOWA
3ameHbl SofLens® 59 (xmnadunkoH b), B BapnaHTax
NCMOJTHEHWSA:

6asoBas KpuBM3Ha 8,6 MM; Amametp 14,20 mwm,
onTUYeckaa cuna nnH3bl ot - 9,00 gntp fo + 6,50
AnTp:

oT- 0,25 gnTtp go - 6,50 gnTp c warom 0,25 ANTp;
ot - 7,00 gntp go - 9,00 gnTp c warom 0,50 ANTp;
oT + 0,25 gntp go + 6,00 gnTp c warom 0,25 gnTp:
6nuctep - 6 wr./yn.;

. VHCTpYKUus no npumMeHeHuto - 1 wT. (Ha
napTuio).

Navee: JIMH3blI KOHTaKTHble MSArKVWEe MN1aHOBON
3aMeHbl, JIMH3bI KOHTaKTHbIE. JIMH3bI,
KoHTakTHble MH3bI Bausch + Lomb, u3aenve, M.

MHPOPMALMA O MPOU3BOAVNTE/E
MEAVNLUMHCKOIO U3AENNSA

OTBETCTBEHHbIV NPOM3BOANTENb U Pa3paboTUK:
«bayw aHg Jlomb NHkopnopelitea», CLUA

Bausch & Lomb 1ncodorale6, USA

1400 North Goodman Street, Rochester, NY 14609,
USA

MecTO0 Npon3BoACTBa MEAUNMHCKOTO W3AENMA:
Bausch & Lomb Ireland, Unit 424/425 Contact Lens
Division Industrial Estate, Cork Road Waterford,
Ireland (MpnaHgms)

HA3SHAYEHWE

KoppeKums 3peHus

NnH3a nokasaHa [ns  [HEBHOTO HOLWEHUS W
KOppeKLmm pedpakLMOHHO ametponuu
(6nmM30pyKOCT U [aNbHO30PKOCTN) Yy  fivy, C
ahakued u/mnn 6e3 Hee Ha 3[40pPOBbIX rfasax c
acTurmaTuamom o 2,00 gmondguii, He CHMXaKOLWMUM
OCTPOTY 3pEeHUS.

OBJIACTb NMPMMEHEHWNA

Odranbmorsnorus
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MEDICAL DEVICE (MD) NAME

Soflens® 59 (hilafilcon B) Visibility Tinted
Contact Lenses, in delivery set with

l. Soflens® 59 (hilafilcon B) Visibility Tinted
Contact Lenses, in versions:

base curvature 8.6 mm; diameter 14.20 mm, lens
optical power from - 9.00 D to + 6.00 D,

from- 0.25 Dto- 6.50 D in increments of 0.25 D;
from - 7.00 D to - 9.00 D in increments of 0.50 D;
from + 0.25 D to + 6.00 D in increments of 0.25
diopters: blister - 6pcs/pack.

Il. Instructions for use - 1pc. (per batch).

Hereinafter: Contact lenses, soft, planned
replacement. Contact lenses. Lenses, Bausch +
Lomb contact lens, product, MD.

INFORMATION ON THE
MANUFACTURER OF THE MEDICAL
DEVICE

Lesal Manufacturer and developer:

Bausch & Lomb Incodorated, USA

1400 North Goodman Street, Rochester,
14609, USA

NY

Address place ofmanufacture

Bausch & Lomb Ireland, Unit 424/425 Contact
Lens Division Industrial Estate, Cork Road
Waterford, Ireland

INTENDED USE

Spherical Vision Correction

The Lens is indicated for the daily wear correction
of refractive ametropia (myopia and hyperopia) in
aphakic and/or non-aphakic persons with non-
diseased eyes, exhibiting astigmatism of 2.00
diopters or less, that does not interfere with visual
acuity.

SCOPE
Ophthalmology



OMUCAHUE N KOHCTPYKLMNA
N3NENNSA

JIVH3bI NpefHa3HayveHbl ANd eXXeHEBHOT0 HOLLEHNA
N N3rOTOBJIEHbI N3 MaTEPUana xmnacbvanOHa b.

3nenue npeacTaBnser  cobow TOHKYHO
nonycepnyeckyto rmokyto 0607104ky. JInH3a
MOKPbLIBAET POroBULYY M MOXET 3aKpblBaTb 4acTb
npuneratoLeli KOHbIOHKTUBBI U Knaccuguuupyercs
KaK  JIMH3bl  M71aHOBOW  3aMeHbl, NATbIE,
0[HO(hOKa/bHbIE

MNMPNHUWIM PABOTbI

JInH3bl nponyckatoT oT 86% po 98% BugMmoro
ceeta. B cBoem ruapatMpoBaHHOM COCTOSHUN
KOHTaKTHble /IMH3bl, OyfAy4M MOMELLEHHbIMU Ha
porosuLly, AeNCTBYIOT Kak NpenomMasiollas cpeja
AN HOKYCMPOBKM CBETOBbIX ly4ell Ha ceTyaTKe.

M;PAOUNK HOWWEHWA N MEPUNOLA
3SAMEHDbI

HoLweHune ¢ yacToli/nnaHoBOM 3aMeHOI:

OKyNUCT MOXET MOPEeKOMEHA0BaTb WMCMONb30BaTh
nnbo  ofHOpa3oBble  JIMH3bl, NGO  NNH3bI  C
yacTon/nnaHoBOW  3ameHOW.  HesaBucumo ot
npeanucaHHoro BaMm rpafuka, nocne CHATUSA NIMH3 B
KOHLEe MpegnncaHHOro mnepuvofa HOLWeHWs, Bbl
[O/MKHbI AaThb rnasam OTLOXHYTb U HE HOCUTb JINH3bI
B T€YEHMe HouM um 6onee AUTENLHOTO Nepuoja
COrNacHO peKoMeHJaumMmn BaLlero OKy/mcTa.

Mpu CHATUM MeXAy nepuofamMu HOLLEHWUS JIMH3bI
HeobX04MMO OQYMCTUTL WU MPOLE3VH(ULMPOBATH
nepeg, MOBTOPHbIM HaleBaHueM nnéo
YyTUAU3NPOBaTb W 3aMEeHWUTb HOBbIMW JIMH3aMU
COr/1IaCHO YKa3aHUAM OKY/UCTA.

PeXVM HOWeHWUs - [HEBHOW, MepuoANYHOCTb
3aMeHbl - Kaxable 30 fHeil UM B COOTBETCTBUM C
npegnucaHveM Ballero okynucra.

MOKA3AHNA
JInH3a noKaszaHa [Ns [AHEBHOr0 HOLUEHUs 1
KoppeKLum pedpaKLVOHHO aMeTponuu

(6nM30pyKOCTM U [anbHO30PKOCTW), -y UL, C
ahakmeid n/mnn 6e3 Hee Ha 3[40POBbIX [flasax C
acTurmatmamom ao 2,00 4MONTPUIA, He CHUXKAKOLLMM
OCTPOTY 3peHuns.

NMOTEHUWANBbHbLIA MOTPEEUTE/b

JINH3bI
npegnucaHa

MoKasaHbl  Ans
KOppeKuus

MauneHToB, KOTOPbIM
pedpaKLMOHHO
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DESCRIPTION AND DESIGN OF THE
DEVICE

The lenses are intended for daily-wear use, made of
hilafilcon B material.

The device is a thin, hemispherical, flexible shell.
The device covers the cornea and may cover a
portion of the adjacent conjunctiva and is classified
as elective replacement, cast, single vision lenses.

PRINCIPLE OF OPERATION

Lenses transmit between 95% +/- 5%% visible
light. When placed on the cornea in their hydrated
state, the contact lenses act as a retracting medium
to focus light rays on the retina.

WEARING SCHEDULE AND
REPLACEMENT PERIOD

Frequent/Planned Replacement

Your ECP may either recommend using contact
lenses as a disposable lens or a frequent/planned
replacement lens. Regardless of the schedule
prescribed for you, once a lens is removed at the
end of the prescribed wearing period, your eye
should have a rest period with no lens wear of
overnight or longer, as recommended by your ECP.
When removed between replacement periods,
lenses must be cleaned and disinfected before
reinsertion, or be discarded and replaced with a new
lens, as determined by the ECP.

Wearing mode is daily wear. Replacement Wear -
every 30 days or as prescribed by the ECP.

INDICATIONS

The Lens is indicated for the correction of
retractive ametropia (myopia and hyperopia) in
aphakic and/or non-aphakic persons with non-
diseased eyes, exhibiting astigmatism of 2,00
diopters or less, that does not interfere with visual
acuity.

POTENTIAL CONSUMER

Lenses is for use by patients prescribed the
correction of refractive ametropia (including



aMmeTponuu (BKNtoYas 6/1M30pYKOCTb "
[aNbHO30pPKOCTb)  MpW  MOMOLYM  JIMH3  BHe
3aBMCMMOCTM OT Mofa, BO3pacTa WKW 3THUYECKONA
MPUHAANEXHOCTU " y KOTOpPbIX HeT
MPOTUBOMOKA3aHWIA AN UCNO/b30BAHUS U3AENUIA.
MPOTMBOIOKA3AHIWNA

HE VicnonbsyiiTe NNH3bI NPU HaNU4mMm N060ro
U3 CNeaytoLLmX YCNOBWIA:
» Anneprvs, BocnaseHne, UHPeKLNs, pas3gpaxeHue
UMW MOKPacHeHWe B a3y UM BOKPYT HEro
e CyxocTb rfia3 (HefoCTaTOMHOE KO/UYECTBO
CNE3HOM XMAKOCTW)
* JTto6oe 3abonesaHue, Tpaema (Hanpumep, 3po3ns
POroBuLLbl) UM aHOMaNNA rnasa, KoTopas BAMSET Ha
pOroBuLY, KOHBOHKTUBY W/ BEKU

CHWKeHNe  4YyBCTBUTENbHOCTW  POroBuULpbI
» Jltoboe cucteMHoe 3aboneBaHve WM MIOX0e
COCTOSIHME 340p0BbA (Hanpumep, npoctyfga wm
rpunn), KOTOPOe MOXET MOBAWUATb Ha rnasa wum
YCUAUTBLCS MPU HOLLIEHUW KOHTAKTHbIX JINH3
o Anneprusa Ha n060M WHrpeAueHT B pacTBoOpe,
MCNONb3yeMOM AN yXofa 3a KOHTaKTHbIMU
NnH3amm Bausch + Lomb
* Annepruyeckas peakums nNoBepxXHOCTHbLIX TKaHeMn
rnasa wuamM OKpYXXatoLMX TKaHel, KoTopas MOXeT

ObiTb  Bbl3BAHAa  WAM  yCWIEHa  HOLUEHUEM
KOHTAKTHbIX JINH3
* Jliobasa aKTMBHaA  MH(QeKuMa  porosuLbl

(bakTepmanbHas, rpnbkoBas Un BUPYCHas)

e [MaumeHTbl, KOTOpPble HE XOTAT WA He MOryT
NOHATb nnm cobnogatb Kakue-nm6o
npegynpeXxaeHns,  Mepbl  NPeLOCTOPOXHOCTH,
OrpaHVMYeHNst NN YKazaHUs

. Wcnonb3oBaHue NeKapcTB, KoTopble
NPOTUBOMNOKAa3aHbl NPU HOLLEHNN KOHTAKTHbIX /INH3
. Io6oe npeabLuyLiee MeANLMHCKOe
BMeELLATeNIbCTBO, KOTOPOE MOXET OTpuLaTesibHO
MOBMNATb HA UCMO/b30BaHKE NPOAYKTA.

MNPEAY MNPEXOEHWNA

Mpo6neMbl C  KOHTaKTHbIMW  JIMH3aMW  MOTYT
MPUBECTU K CepbE3HOI TpaBMe Ballero rnasa uam K
CEPbE3HBIM  TNasHbIM  MHMEKUMSM,  BK/IHOYas
MHDEKLUMOHHbIA  KepaTuT. NS NpaBWibHOrO
MCMONb30BaHNS SINH3 BAXKHO CMefoBaTh YKazaHWsM
CBOEro OKynMCTa W BCEM WMHCTPYKUMSM  Ha
ynakoBKe. Bbl OMKHbI 3HaTb U eTanbHO 06CyAUTD

co CBOUM OKY/IMCTOM cnegytouine
npeaynpexaeHuns:
¢ Heobxogumo cTporo  cobnwgatb  Bawu

OorpaHn4yeHnAa gna HOWEHWA TNH3, Fpa(*)I/IK HOLLUEeHNA,
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myopia and hyperopia) by means of lenses,
regardless of gender, age or ethnicity and who do
not have contraindications for the device.

CONTRAINDICATIONS

DO NOT USE lenses when any of the following
conditions exist:

 Allergy, inflammation, infection, irritation, or
redness in or around the eye

* Dry eyes (inadequate tear fluid)

* Any eye disease, injury (e.g., corneal abrasion),
or abnormality that affects the cornea, conjunctiva,
or eyelids

* Reduced corneal sensitivity

* Any systemic disease or poor health (e.g., colds
or flu), that may affect the eye or be exaggerated
by wearing contact lenses

« Allergy to any ingredient in a solution used to
care for Bausch + Lomb contact lenses

e Allergic reaction of ocular surfaces or
surrounding tissue that may be induced or
exaggerated by wearing contact lenses

* Any active comeal infection (bacterial, fungal, or
viral)

 Patients unwilling or unable to understand or
comply with any  warnings, precautions,
restrictions, or directions

» Use of medications that are contraindicated for
contact lens wear

» Any previous medical intervention which may
adversely affect the use of the device

WARNINGS

Problems with contact lenses could result in serious
injury to your eye or in serious eye infections,
including infectious keratitis. It is essential that you
follow your ECP’s directions and all labeling
instructions for proper use of the lenses. You
should be aware of and fully discuss with your ECP
the following warnings:

« Strict compliance with your wearing restrictions,
wearing schedule, replacement period, and follow-
up visit schedule should be followed. Eye



MepMOANYHOCTb 3aMeHbl U TpagiMK KOHTPO/bHbIX
noceleHuin. Mpobnembl ¢ rnasamu, BKIOYas s3BY
POrOBMLbI, MOTYT GbICTPO Pa3BMBaTLCA W MPUBECTM
K noTepe 3peHuns (B TOM YKCE K CNernoTe),

* JINH3bI He NpeAHa3HauveHbl 419 KPYr10CyTOYHOro
npuMeHeHus. Henb3s cnatb B IMH3aX. KnnHUYeckne
MCCnefoBaHMs MOKa3ain, UYTO PUCK CEPbE3HbIX
HeXXenaTe/lbHbIX peakLnil Bo3pacTaeT, ecn 3aCHYTb
B /INH3aX [15 AHEBHOIO HOLLUEHUS.

* VccrnepoBaHus nokasann, 4TO HexenaTe/nbHble
peakuMM BO3HMKAKT Yy KypAWMX MONb30BaTeNel
KOHTaKTHbIX JINH3 Yallle, YeM Y HeKYPALLMX.

* [10BTOPHOE MCNO/b30BaHNE IMH3 MOXET MPUBECTY
K W3MEHEeHWSM B fIMH3aX, 4TO, B CBOK OYepepb,
MOXET NPUBECTU K 60/iee YaCTOMY BO3HWKHOBEHUIO
HeXenaTeslbHbIX peaKLiA.

* Ecnn Bbl MCMbITbIBaETe AUCKOMGOPT B rnasax,
upe3MepHoe Cne30TeueHve, yXyLLUEHEe 3pEHNS UK
nokKpacHeHue Trnas3a, BaM CfegyeT HeMeleHHO
CHATb NINH3bI 1 06PaTUTLCA K BaleMy OKYIUCTY.

* HE wucnonb3yinTe u3genune, ecnv ero ynakoBKa
noBpexzeHa unm 6bl1a cnyyaiHO BCKPbITA.

* HE noggepraiiTe  NUH3bl  BO3LENCTBUIO
HecTepunbHOW (Hanpumep, BOAONPOBOAHON) BOAbI
BO Bpems WX HoOleHusi. Boga MOXeT cogepxaTb
MWUKPOOpraHn3Mbl, KOTOpble MOFYT MNPUBECTU K
CEePbE3HON MH(EeKLMM 1 NoTepe 3peHns (B TOM Ymche
K cnenote). Ecan Bawwm NMH3bI Nonanv B BOAy npwut
nnaBaHUM B 0GacceliHe, 03epe WM  OKeaHe,
YTUIN3NPYWTE UX U 3aMEHMTe HOBOW Mapoi.

MEPbI MPEAOCTOPOXHOCTW

Bbl AO/MKHbI 3HaTb 1 AeTaslbHO 06CY/AUTL CO CBOUM
OKY/NICTOM CieflytoLne Mepbl NPejoCTOPOXHOCTH:

Mpexae 4Yem MOKWHYTb KabGWHET OKyNuCTa,
ybeanTechb, YTO Bbl MOXETE ObICTPO CHATb /INH3bI
WM NONPOCUTL KOro-HWOYAb APYroro CHATb MX 3a
Bac.

HuKorza He HOCUTe IMH3bI BO/bLLE TOFO CPOKa,
KOTOpbI peKOMeHA0BaN BaM Ball OKY/IACT.
. Kaxpaplii pa3 nepes 1CNofib3oBaHUEM JIMH3
MOViTe pyKu C ononackuaHmem. HE ponyckaite
nonafaHns KOCMETWKK, NIOCbOHOB, MblNa, KPEMOB,
[€30[10paHTOB WM CMPEeeB B rflasa WM Ha SIMH3bI.
Jlyylie Bcero HageBaTb /IMH3bI Nepes HaHeCeHMeM

Makusxa. KocmeTuKa Ha BO[],HOVI OCHOBE pexxe
noBpeXaaceT JUH3bI, YEM MNPOAYKTbl Ha OCHOBE
mMacern.

e [pexpae yem npukacaTbCs K MH3aM, yoeanTeCh,
YTO Ha NasbLax N pyKax HeT MOCTOPOHHUX BELLECTB,
n3-3a KOTOpPbIX MoryT BO3HUKHYTb
MWKPOCKOMMYEeCKMe LapanuHbl, MNpuBoAdaLLMe K
NCKaXXEHNIO N306pakKeHns n/vnu TpaBme rnasa.
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problems, including corneal ulcers, can develop
rapidly and lead to loss of vision (including
blindness).

» Daily wear lenses are not indicated for overnight
wear and should not be worn while sleeping.
Clinical studies have shown that the risk of serious
adverse reactions is increased when daily wear
lenses are worn overnight.

» Studies have shown that contact lens wearers who
are smokers have a higher incidence of adverse
reactions than nonsmokers.

* Re-use of lenses could lead to lens changes that
cause a higher incidence of adverse reactions.

* If you experience eye discomfort, excessive
tearing, vision changes, or redness of the eye, you
should immediately remove lenses and promptly
contact your ECP.

« DO NOT use if the package is damaged or
unintentionally opened.

* DO NOT expose lenses to non-sterile water (e.g.,
tap water) while wearing them. Water can harbor
microorganisms that can lead to severe infection
and loss of vision (including blindness). If your
lenses have been submersed in water when
swimming in pools, lakes, or oceans, discard them
and replace them with a new pair.

SAFETY PRECAUTIONS

You should be aware of and fully discuss with your
ECP the following safety precautions:

. Before leaving your ECP’s office, be certain
that you can remove your lenses promptly or have
someone else available to remove them for you.

* Never wear your lenses beyond the period
recommended by your ECP.

» Always wash and rinse hands before handling
lenses. DO NOT get cosmetics, lotions, soaps,
creams, deodorants, or sprays in the eyes or on the
lenses. It is best to put on lenses before putting on
makeup. Water-based cosmetics are less likely to
damage lenses than oil-based products.

» Be certain that fingers and hands are free of
foreign materials before touching your lenses, as
microscopic scratches on the lenses may occur,
causing distorted vision and/or injury to the eye.

» Always handle your lenses carefully and avoid
dropping them.

» DO NOT touch the lenses with your fingernails.



* Bcerga 0oCTOpOXHO o6palyainTecb CO CBOMMMU
NIMH3aMW U He POHSANTE KX.

e HE TporaiiTte MH3bl HOFTAMMW.

» CTporo cneflyinTe MHCTPYKUMAM, NPUBELEHHBLIM B
[aHHON OpoLltope, a TaKXe YKasaHWsM Ballero
OKymMcTa KacaTeNnbHO o0bpalleHus, HafeBaHus,
CHATUA N HOLLEHUA KOHTAKTHbIX JINH3.

* Hukorga He ucCnonb3ynTe MUHLUET WK Apyrue
WHCTPYMEHTbI,  4TOObl  BbIHYTb  JINH3bl U3
KOHTellHepa [ANs JIMH3, €C/IM  TOJIbKO 3TO He
cneuuanbHO npefHasHayYeHHbIN AN8 AaHHOW Lenw
WHCTPYMEHT. BblneiiTe pacTBOp C J/IMH30M Ha
NajioHb.

Ecnm nuH3a npunnnaet K rnasy (nepectaér
ABUraTbCA Ha HEM), cnefyiite pekoMeHAauuam,
npuseaéHHbLIM B pasgene JEMCTBUA B CNYUAE
MPUNUMWEN (HEABWMXKYLLENCSA) JINH3bI.

EcnM nuH3a MO-MpeXHeMy He [BWUraeTcs, Bam
cneayeT  HeMeANeHHO 06paTUTbCa K CBOEMY
OKY/IUCTY.

e [pn HOWEHMM NIMH3 MO BO3MOXKHOCTU M3beralite
NHO6bLIX BPeAHbIX WM pa3paXkaroLlMx Napos.

e B cnyyae CONPMKOCHOBEHMS BalUMX KOHTAKTHbIX
NNH3 C SA0BUTbIMK NapaMu (Hanpumep, napamu
XMUMWYECKUX ~ WAK  OMAacHbIX  BELEeCTB) WM
BO3[ENCTBYIOLLEA Ha rna3a ONacHOM cpeaomn ux
cneflyeT HEMEeA/IEHHO CHSITb.

» HE 3amopaxwuBaiiTe IMH3bI.

e HE paBaiiTe CBOM NWH3bI APYrMM fvuam  Ans
HOLLEHUS.

MEPbI MPEAOCTOPOXHOCTWU nPn
YXOAE 3A JIMH3AMU

e Bcerga ucnonb3yinTe CBEXWM, C He WCTEKLINM
CPOKOM TFOAHOCTU pacTBOp A4/ yX0f4a 3a JIMH3amMMu,
PEKOMEHAOBaHHbI BalMM OKY/UCTOM.

e Bcerga cnefyiite ykasaHWsM B JIMCTOBKe-
BK/afbllle pacTBOpa 4151 KOHTaKTHbIX JINH3.

* B nepuwop, Korga NMH3bI He KCMNONb3yloTCA
(HaxogdATca Ha XpaHeHWW), WX cregyeT XpaHwUTb
I'IOpr)KéHHbIMVI Luennmkom B peKOMeH,ﬂ,OBaHHbIVI
pactBop. ECnM nNOBEpXHOCTb JIMH3bl  BbICOXNA,
cne,u,yVITe MHCTPYKUWNAM, ONWCaHHbIM B pasfene
YX04 3A CYXOW (OBE3BOXEHHOW)
JNIVIH30M.

e HE wncnonb3yinTe CNOHY WAX ApYroe Cpeactso,
KpOMe peKOMeHAyemoro pacTtsopa A5 cMasblBaHNS
NN CMavynBaHNA NINH3.

* Hukorga He ncnonb3yinTe cTaHAAPTHbLIE PacTBOPbI
AN OKBCTKUX KOHTaKTHbIX JIMH3, KOTOpble He
peKkoMeHA0BaHbl ANA Ha3HAYEHHbIX JIH3.
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» Carefully follow the instructions in this leaflet
and those recommended by your ECP for handling,
insertion, removal, and wearing of contact lenses.
» Never use tweezers or other tools to remove your
lenses from the lens container unless specifically
indicated for that use. Pour the lens into the hand.
o If the lens sticks (stops moving) on the eye,
follow the recommended directions in CARE FOR
A STICKING (NON-MOVING) LENS. If non-
movement of the lens continues, you should
immediately consult your ECP.

 Avoid, if possible, all harmful or irritating vapors
and fumes when wearing lenses.

* |If your contact lenses come into contact with
noxious vapor (e.g.,, chemical or hazardous
substances), or a hazardous environment with
ocular impact, they should be removed
immediately.

* DO NOT freeze.

* DO NOT share your lenses with others.

LENS CARE PRECAUTIONS

» Always use fresh, unexpired lens care solutions
recommended by your ECP.

*Always follow directions in the package inserts for
the use of contact lens solutions.

» Always keep the lenses completely immersed in
the recommended storage solution when lenses are
not being worn (stored). Follow the lens care
directions for CARE FOR A DRIED OUT
(DEHYDRATED) LENS if lens surface does
become dried out.

» DO NOT use saliva or anything other than the
recommended solution for lubricating or wetting
lenses.

« Never use conventional hard contact lens
solutions that are not also recommended for use
with prescribed lenses.



* HE cmewmBaiite n He uepeayiite CUCTEMbI UK
pacTBOpbl AN yX04a 3a /IMH3aMW, €CIM 3TO He
yKa3aHO Ha 3TMKETKe TaKOW CUCTEMbl WU He
npeanucaHo BalnM OKY/IUCTOM.

* HE ncnonb3yiTe Ultracare.

HEXENTATEJ/IbHbIE PEAKUWNA
(MPOBNEMBDbI N CMNOCOBbI NX
PELLEHWNA)

Bbl  JO/MKHBLI  3HaTb,

cnefyrowme npobnemsl:
» X>keHue, 3yq (pas3gpaxeHune) unu gpyras 6onb B
rnasy

e HoLleHMe NNH3bI CTano MeHee KOMMOPTHbLIM MO
CPaBHEHMIO C OLLYLLEHEM NPU NEPBOM HafeBaHWM

e AHOMa/sbHOE olyuleHMe B rnasy (Hanpumep,
OWYLEHNe MHOPOAHOrO TeMa, nouapanaHHoMN
obnactn)

* YUpesmepHoe cnesoTedeHue (Cne3ooTaeneHmne) nnm
HeoOblYHble BblAeNeHNa U3 rnasa

* [ToKpacHeHue rnas

e CHWXeHMe OCTPOTbI 3peHMs (noxasd ocCTpoTa
3peHuns)

* PacoKycnpoBaHHOCTb 3peHNS, pady>XXHble Kpyru
NN Opeosibl BOKPYT NpeaMeToB

e YyBCTBUTENBbHOCTb K CBETY (CBETOOOS3Hb)

* CyxocTb rnas

4TO MOTYT BO3HUKHYTb

Ecmm Bbl 3ameTunIn 4TO-NM60 n3
BblLLEMEpPeYnCneHHoro, HEMEANEHHO
CHUMWTE NINH3bI.

* Ecnm guckomgopT wam npobnemMa MCYesHeT,
BHUMATENbHO OCMOTpUTe NNH3Y. Ecim  nuH3a
Kakum-nm60 obpasom nospexpaeHa, HE HageBaite
eé BHOBb. Bbl  JOMKHbI  YTUAN3MPOBATL
NOBPEXAEBHHYIO /IMH3Y W BCTaBUTb BMECTO Heé
HoBYl0. Ecnn npobnemMa He UCYE3HET, Bbl JO/MKHbI
HeMeJJ/IEHHO CHATb JIMH3Y N 06paTUTLCA K CBOEMY
OKY/IUCTY.

* BO3HMKHOBEHWE KaKOWN-NM60 13 MepeyvncrieHHbIX
Bbllle Mpo6nemM MOXET CBWAETE/NbCTBOBATb O
Hannumn  cepb&3Horo 3abonesaHus, Hanpumep
NHMEKLNM, $3Bbl POroBULbI, HEOBaCKynsapusauuu
nnn vpuTa. Bbl JOMKHbLI CHATb fIMH3bI U HEMELIEHHO
06patuTbCa K Bpady, 4Tobbl onpefenntb Npobnemy
N BbICTPO MPUCTYMUTb K NIEYEHUIO BO U36eXaHue
CepbE3HOro MoBpPeXAeHNs rnas.

TEMbI ANA OBCYXAEHNA C BALLUNM
OKYJINCTOM

Mpy  HOWEHUM JHOObIX KOHTAKTHbIX JIMH3 AN
MPOBEPKY COCTOSAHUSA rnas HEeo6XoANMbI
KOH(ONbHbIE MOCELEeHNs OKynucTa. Bac A0MKHbI
MPOUHCTPYKTMPOBATb OTHOCUTENbHO
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DO NOT mix or alternate lens care systems or
solutions unless indicated in the lens care system
labeling or without consulting your ECP.

*« DO NOT use the Ultracare

ADVERSE REACTIONS (PROBLEMS AND
WHAT TO DO)

You should be aware that the following problems
may occur:

» Eyes stinging, burning, itching (irritation), or
other eye pain

» Comfort is less than when lens was first placed on
eye

» Abnormal feeling of something in the eye (e.g.,
foreign body, scratched area)

» Excessive watering (tearing) of the eyes or
unusual eye secretions

» Redness of the eyes

» Reduced 3bagness of vision (poor visual acuity)
* Blurred vision, rainbows, or halos around objects
« Sensitivity to light (photophobia)

* Dry eyes

If you notice any of the above, you should
IMMEDIATELY REMOVE YOUR LENSES.
 If the discomfort or problem stops, then look
closely at the lens. If the lens is in any way
damaged, DO NOT put the lens back on your eye.
You should discard the lens and insert a new lens.
If the problem continues, you should immediately
remove the lens and consult your ECP.

» When any of the above problems occur, a serious
condition such as infection, comeal ulcer,
neovascularization, or iritis may be present. You
should keep the lens off your eye and seek
immediate professional identification of the
problem and prompt treatment to avoid serious eye
damage.

TOPICS To DISCUSS WITH YOUR EYE
CARE PRACTITIONER

As with any contact lens, follow-up visits are
necessary to assure the continuing health of the
eyes. You should be instructed as to a



PEKOMEH/YEMOr0 rpaguka KOHTPOJIbHbIX
NoCeLLeHuni. MauvieHTam peKkomMeHayeTca
MPOKOHCYNbTUPOBATLCA CO CBOWM OKY/MCTOM [0
BbINOIHEHWS CNeAyHOLMX AeACTBUIA:

e HoweHne NUMH3 BO Bpemsl 3aHATUWA CMOPTOM MU
3aHATUIA, CBA3aHHbLIX C BOAOW. Bo3geicTeue BOAbI
MNPV HOLUEHUM KOHTAKTHbIX JIMH3, Hanpumep, BO
BpeMs MnaBaHWsA, KaTaHWA Ha BOAHbIX JibDKaX W
MPUHATUA  TUAPOMACCAXKHbLIX  BaHH,  MOXeT
YBE/IMYNUTb PUCK TNA3HON WHMEKUMM, BK/IKOYaS,
NMOMMUMO MPOYEro, akaHTamMEBHbIN KepaTuT.

» CMeHa Tmna win napameTpoB JINH3.

* icnonb3oBaHue Kakoro-nnbo nekapcTsa 4ns rnas.
MefnKameHTbl, TakMe KakK aHTUIUCTaMUHHblE 1
NPOTUBOOTEYHbIE CpescTBa, ANYPeTUKN,
MMOpenakcaHTbl, TPaHKBUIN3ATOPbl U CPeAcTBa OT

yKauMBaHWs, MOryT BbI3BaTb CyXOCTb  [/ia3,
MOBbILUEHHBIA ANCKOMMDOPT NPU HOLIEHUW IUH3 UK
pachoKyCcMpoBaHHOCTb 3peHus. Mpw

BO3HWKHOBEHUM TaKWX SBMEHWA Bpay [O/MKeH
onpefennTb Hagnexauime nevyebHble Mepbl. B
3aBMCHMOCTM OT CepbE3HOCTU MPO6NEMbI TaKue
Mepbl MOryT BK/OYaTb B Ce6S MCMOMb30BaHMe
YBNOKHAOWMX Kanenb, MNpefHa3HauYeHHbIX ans
MATKUX  KOHTAKTHbIX JIMH3, WAW  BPEMEHHOe
npeKpaLleHne HOLLIEHUS KOHTAKTHbIX SIMH3 Ha BPeMSs
CMONb30BaHNS TaKMX NEKapPCTB.

e lMpu npuéme opanbHbIX KOHTPALENTUBOB U
6epemMeHHOCTM  MOTYT BO3HWUKHYTb  W3MEHeHUs
3PEHMS N U3MEHEHMS B MEPEHOCMMOCTY NINH3 NpU
X MCMNO/b30BaHMNM. Okynuct [OMKEH
npeAynpeanTb 06 3TOM CBOMX NaLVEHTOB.
 HoleHMe KOHTAKTHbIX /IMH3 B YPE3MEPHO CYXOii
WK MbINbHON cpefe.

e CBSXXKMTECb CO CBOMM OKY/MUCTOM, €C/IN Bbl He
HOCW/N NNH3bI B TEYEHWNE ANUTENIbHOTO BPEMEHM.

o CBSXKMTECb CO CBOWMM OKY/NIMCTOM OTHOCWUTENbHO
No6bIX, MNPUMEHUMBIX K BaM AOMONHUTE/bHbIX
OrpaHunyeHnit AN HOLUEHUS NINH3.

KTO AOJI)XKEH 3HATb, UTO Bbl HOCUTE
NNH3bI

» CoobwmTe cBoeMy Bpady (nevallemy Bpayy), 4TO
Bbl HOCUTE JINH3bI.

* Bcerga nH(opmupyiiTe cBoero pabortogatensi o
TOM, YTO Bbl HOCUTE NNH3bI. N8 HEKOTOPbLIX paboT
MOXeT TpeboBaTbCA  MCNONb30BaHME  CPEACTB
3aWmTtbl rnas wam pgeirictsoBaTb 3AIMPET Ha
HOLLEHNE KOHTAKTHbIX JINH3.
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recommended follow-up schedule. Patients are
advised to consult with their ECP prior to:

» Wearing lenses during sporting and water-related
activities. Exposure to water while wearing contact
lenses in activities such as swimming, water skiing,
and hot tubs may increase the risk of ocular
infection including, but not limited to,
Acanthamoeba keratitis.

» Changing the lens type or lens parameter.

» Using any medicine in the eyes. Medications,
such as antihistamines, decongestants, diuretics,
muscle relaxants, tranquilizers, and those for
motion sickness may cause dryness of the eye,
increased lens awareness, or blurred vision. Should
such conditions exist, proper remedial measures
should be prescribed. Depending on the severity,
this could include the use of rewetting drops that
are indicated for use with soft contact lenses or
temporary discontinuance of contact lens wear
while such medication is being used,

» Oral contraceptive and pregnant users could
develop visual changes or changes in lens tolerance
when using contact lenses. Patients should be
cautioned by the ECP accordingly.

» Wearing contact lenses when in excessively dry
or dusty environments.

 Contact your ECP if you have not worn contact
lenses for a prolonged length of time.

» Contact your ECP regarding any additional
wearing restrictions that apply to you.

WHO SHOULD KNOW THAT YOU ARE
WEARING CONTACT LENSES

* Inform your doctor (health care practitioner)
about being lens wearer.

» Always inform your employer of being lens
wearer. Some jobs may require the use of eye
protection equipment or may require that you DO
NOT wear contact lenses.



NMMYHAA TUTVEHA N1 OBPABOTKA
JNTNH3

noAroTOBKA NMH3bl K HOWWEHNIO

e MMpexge uem KacaTbCsi /NMH3, 00653aTeNbHO
TWATENbHO BbIMOWTE PYKUM C  HEArpeccUBHbIM
MbI/IOM, NMOTHOCTLID CMOIATE MbI/IO U BbITPUTE PYKU
Hacyxo 6e3BOPCOBbIM MOIOTEHLEM.

 lMpexae yem 6GpaTb NMH3bI WM HageBaTb WX, He
NoNb3yATeCb MbINOM, COAEPXKALLMM  KOJbAKPEM,
NOCbOH WU MachnsiHble KOCMeTUYeckune A06aBKu,
TaK KaK 3TV BellecTBa MOryT BCTYMUTb B KOHTAKT C
NINH3aMU 1 BbI3BaTb NPOG/IEMbI MPY HOLLEHUN.

e bBepuTe /NMH3bI MoAylleYKamy ManbleB, He
[0MNyCcKas MX KOHTaKTa ¢ HOrTsimu. LlenecoobpasHo
o6pe3aTb ¥ OTNONMPOBATb HOTMW.

OBPALWEHWE C JIMH3AMW

* [NepBoii BCerga Heob6Xo4MMO HafleBaTb U CHUMATb
NMH3Y C OJHOro W TOXe rnasa, 4Tobbl u3bexarb
nyTaHULbI.

e CnepyeT NOMeCTUTb JIMH3Y Ha YKasaTe/lbHbliA
najey, u OCMOTpeTb €&: /NMH3a A0/DKHA ObiTh
YBNXKXHEHHOI, YACTOM, NPO3paYvHoi, 6e3 uapanuH v
paspbiBOB. Heobxoanmo ybeanThbes, YTO NIMH3a He
BbIBEPHYTA HaU3HaHKY.

e« Ecrm BbI cnyvallHO Hagenn Ha rnas JiMHay,
BbIBEPHYTYIO HauW3HaHKy, OAWH W3 CleayroLmx
MPU3HAKOB YKaXKeT BaM Ha HeO6XOAMMOCTb CHATb eé
1 NOBTOPHO HafeTb NpaBW/bHbIM 06pa3oMm:

- MeHbLUe KomdopTa, YeM 06bIYHO

- JINH3a MOXET CNOXUTLCA Ha rnasy

- Upe3mepHoe ABUXKEHME JINH3bI NPU MOPraHuu

- PacthoKycupoBaHHOCTb 3peHns

* Ecnn nuH3a cknadblBaeTca U caunaetcs, cnegyet
MONOXWUTb €€ Ha NafoHb W TWATe/IbHO CMOYUTb
YBNKHAOLWMM  pacTBOPOM, PeKOMeH0BaHHbIM
BalLUMM OKY/IUCTOM. 3aTeM, He0OXO0AMMO MNONIOXKMUTb
NH3Y Ha nagoHb, OCTOPOXXHO notepetb eé
yKasaTe/lbHbIM NasibLemM ApYrord pyku OBVDKEHWUEM
Brepéa-Hasag.

* Ecnv ninH3a pacnowmBaeTcs Uam cBOpavnBaeTCs
CKnaZkamu no nasbly, BO3MOXHO, /IMH3a WA BaLl
naney, CAUWKOM BaXHble. YTO6bl 3TO MCMNpPaBuUTb,
cfeflyeT BbICYWUTb Masey, Mepemellas JNH3Y
HECKO/IbKO pas3 C yKa3aTe/lbHOro nanbla 0f4HOM pyKu
Ha yKasaTe/lbHblil nasey, ApYron u Kaxnablid pas
BbICYLUMBaAsA nasew, NPOTUBONONOXHOW PYKW.
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PERSONAL CLEANLINESS AND LENS
HANDLING

PREPARING THE LENS FOR WEARING

» Always wash your hands thoroughly with a mild
soap, rinse completely, and dry with a lint-free
towel before touching your lenses.

* Avoid the use of soaps containing cold cream,
lotion, or oily cosmetics before handling your
lenses, since these substances may come into
contact with the lenses and interfere with successful
wearing.

» Handle your lenses with your fingertips and be
careful to avoid contact with fingernails. It is
helpful to keep your fingernails short and smooth.
HANDLING THE LENSES

 Always insert and remove the same lens first to
avoid mix-ups.

* Position the lens on your index finger and
examine the lens to be sure that it is moist, clean,
clear, and free of any nicks or tears. Make sure the
lens is the right way out.

X

* Should you accidentally place an inside-out lens
on your eye, one of the following signs should
signal you to remove and replace it correctly:
- Less than usual comfort
The lens may
Excessive  lens
- Blurred vision
* Ifthe lens folds and sticks together, place the lens
in the palm of your hand and wet thoroughly with
the rewetting solution recommended by your ECP.
Then GENTLY rub the lens between your index
finger and palm in a back-and-forth motion,
« If the lens flattens or drapes across your finger,
the lens or your finger may be too wet. To correct
this, dry your finger by transferring the lens several
times from one index finger to the other, drying the
opposite finger each time.

fold on the
movement  on

eye
blink



* Hukoraa He HafieBaiiTe IMH3Y Ha rnas, ecim OHa He
6bl71a NOIHOCTLIO YBNAXHEHa (CMOYeHa) pacTBOPOM
AN TIPOMbIBKM WU XPaHEHUs,, PEKOMEH/10BaHHbIM
BalLMM OKY/IUCTOM.

HALEBAHWE MNH3bl HA TJ1A3
MeTopg HageBaHus ogHoli pykoii (PUC. A n PUC. B)

CnepyeT NOMECTUTb /IMH3Y Ha YKa3aTe/lbHbIl nanew,
MoaHAB ronoBy W rnaga npsmo nepes Co6OM,
OMYCTUTb HWXHEE BEKO CPefHVMM NalbLeM PYKM.
HeoTpbIBHO CMOTPETL BBEPX B PACMONIOXKEHHYIO HaL
BaMU TOUKY. 3aTeM MOMECUTb JIMH3Y Ha HUXHIOK
6enyto yacTb rnasa. Y6partb yKasaTe/ibHblil naney u
Me[/IEeHHO OTMYCTUTb HUXHee Beko. [MocMOTpeTb
BHM3, 4TOObl /IMH3a pa3mecTuiacb MNPaBU/IbLHO.
CneflyeT 3aKpbITb rna3a Ha MrHOBeHWe, Mpu 3TOM
NINH3a [0MXHA PACMONOXUTLCA B LEHTPe BaLLEero
rnasa.

MeTtop HageBaHua gBymsa pykamn (PUC. B n PUC.
N

[epxa NMH3y Ha yKa3aTenbHOM nasbLg, C MOMOLLbIO
CpefHero nanblia APYroi pyku crnepyeT MOLHATb
BepxHee BeKO K 6poBu. C MOMOLLbIO CpeaHero
nasbLua pyKW, KOTOPOW YyCTaHaB/MBaeTe JINH3Y,
HeobX04UMO OMyCTUTb HUXKHEE BEKO, a 3aTeM
MOMeCTUTb JIMH3Y B LEHTP Balwlero rasa.
YOepuBas 3TO MOMIOXKEHUE, MOCMOTPETb BHUS,
4TOObI MPaBWNLHO PACMONIOXKUTL NIMH3Y. Mea/ieHHO
OMyCTWB BEKW.

L

PUC.A

W
PNC.B PUC. C PUC. g
Ecnu nnH3a gocTaBnseT BaM AMCKOMDOPT:
CnefyeT MOCMOTPeTb B  3epKano, aKKypaTHO
MOMECTUTb Nasiel, Ha Kpal NUH3bI W MefNeHHO
COBMHYTb  NMH3Y  OT  Hoca.  rnsgs B
MPOTMBOMOMOXHYH ~ CTOPOHY.  3aTem,  Mpu
MOPraHuK, NIMH3a caMa PacrosioXMTCS B LIEHTPe.
Ecnm nuH3a no-npexHeMy NpUUmHSeT Heya06CTBa,
cneflyeT BbINOMHUTb AEACTBMS, OMUCaHHble B
pasgene HEXENATEJ/IbHbIE PEAKUN
(MPOBMEMBbI 1 CINOCOEBbI NX PELLUEHWA).
PASMELLEHUME JIMHS3bI MO LLIEHTPY
Ecnm  nocne HaaeBaHMs NMH3bI  Ballle  3peHUe
pacthoKyCcMpoBaHo, cneayet MpOBEpPUTH
cnepytoulee:
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» Never place a lens on the eye unless it has been
fully hydrated (wet) with the rinsing or storing
solution recommended by your ECP.

PLACING THE LENS ON THE EYE

The One Hand Placement Technique (FIG. A and
FIG. B)

Place the lens on your index finger. With your head
up, looking straight ahead, pull down your lower
eyelid with the middle finger of your placement
hand. Look up steadily at a point above you. Then
place the lens on the lower white part of your eye.
Remove your index finger and slowly release the
lower eyelid. Look down to position the lens
properly. Close your eyes for a moment and the
lens should center itselfon your eye.

The Two Hand Placement Technique (FIG. C and
FIG. D)

With the lens on your index finger, use the middle
finger of the other hand to pull the upper eyelid
against the brow. Use the middle finger of your
placement hand to pull down the lower eyelid and
then place the lens centrally on your eye. While
holding this position, look downward to position
the lens properly. Slowly release your eyelids.

FIG.A FIG.B FIG. C FIG. 4

If the lens feels uncomfortable, then:

Look in a mirror and gently place a finger on the
edge ofthe lens and slowly slide the lens away from
your nose while looking in the opposite direction.
Then by blinking, the lens will recenter itself. Ifthe
lens still feels uncomfortable, follow the steps
described in ADVERSE REACTIONS
(PROBLEMS AND WHAT TO DO).

CENTERING THE LENS
Ifafter placement ofthe lens your vision is blurred,
check for the following:

« The lens is not centered on the eye. To center a
lens, follow one of the procedures below:



e JINH3a He HaxoguTcsa Mo UeHTpy rnasa. [Ans
pasMeLLeHnst IMH3bI MO  LEHTPY Heo6XoauMo
BbINO/HUTbL OAHY M3 CeAYOLLMX NPOLEeAyp:

- NManblamn crnefyeT yAepXXuBaTb BepxHee W
HUXHee BEKW OTKPbITbIMUW. 3aTeMm, Is4s B 3epKano,
OCTOPOXXHO MOMECTWUTb Masel, Ha KOHTAKTHYH
NNH3Y W CAOBWHYTb €€ K LeHTpy rnasa.
iy

- [Manbuamun yaepXuBaTb BepxHee N HUKHee BeKu
OTKPbITbIMW. 3aTeM, NS48 B 3epKasno, nepemMecuTb
rna3 K fNH3e, 4TOObI pa3mMecTuUTbL eé Mno LEHTPY
rnasa.

e [Ecnn nuH3a pacnonoxeHa No LEHTPY, cneayet
CHATb €8 1 NPoBepbTE CeAyHoLLee:

- Hannume KOCMETUKN UK Macen Ha JIMH3e.

- HeobxoAmMmo yTUAN3MPOBaThb NIMH3Y, 3aMEHUB eé
HOBOIA.

- JInH3a HaxoaUTCsl He Ha TOM rnasy.

- JlnH3a BbiBEpPHYTa Ham3HaHKy (OTCyTCTBYeT
CTaHAapPTHOE OLLYLLEHNE KoMDopTa).

Ecnv  nocne BbllleyKa3aHHON NpoOBepKU  Balle
3peHnMe BCE ewé OydeT  pacdoKycupoBaHo,
HEeoO6X0AMMO CHATb 06e NIMH3bI U 0bpaTuTech K
CBOEMY OKY/IUCTY.
CHATUWE NNH3bI
* [MepBoi1 BCerga cnefyet CHUMaTE OAHY W Ty e
NINH3Y.
 TwWaTeNbHO BbIMOWNTE U BbICYLUNTE PYKU.

Mpexae 4YeM CHMMaTb NMH3Y, 00653aTeNbHO
ybeanTecb, YTO OHA MPaBWILHO PacMofioXKeHa Ha
rnasy (C MOMOLLbIO NPOCTON NPOBEPKM, NOOYEPEAHO

3aKpbiBas rnasa, OMpefenuTe, NpPaBUAbHO /iU
pacronoXeHa NnMH3a). [locMOTpUTe BBEPX W
MEL/IEHHO OMyCTUTE HUXHEe BEKO CPeAHUM

nasibLeM pPYyKW, KOTOpoW ByfeTe CHUMaTb NINH3Y, U
MOMECTUTE YKasaTeNlbHbliA Nasnew, Ha HVYDKHWUIA Kpaii
NNH3bI. Cnerka CoOXXMUTE NUH3Y MeXay 60MbLINM 1
yKasaTe/lbHbIM nanbuyamm W cHumute e€. He
AOMycKanTe CKNemBaHUA KpaéB /NH3bI Apyr C

APYTrOoM.

e CHUMMTE APYTYK J[INH3Y, BbLIMOMHUB Ty e

npoueaypy.
e EcM  nuH3Y TpYAHO CHATb,  UCMONb3yiiTe
YBNOXHAKOLLME Kaniu, PeKOMeHOBaHHble BalLM
OKY/IUCTOM.

MpumMeyaHne: ecnm Takoi Cnocod CHATUS NUH3bI
CNOXEH And Bac, NOMPOCMTE CBOEro OKYWCTa
MPeAnoXnTb BaM aNbTePHATUBHBIA MEeTO,
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- Hold the upper and lower eyelids open with your
fingers. Then, while looking in a mirror, gently
place a finger on the contact lens and slide the lens
towards the center of the eye.

OR

- Hold the upper and lower eyelids open with your
fingers. Then, while looking in a mirror, move your
eye towards the lens to place it on the center of the
eye.

« |fthe lens is centered, remove the lens and check
for the following:

- Cosmetics or oils on the lens. Discard the lens and
use another lens.

- The lens is on the wrong eye.

- The lens is inside-out (it would not be as
comfortable as normal).

If you find that your vision is still blurred after
checking the above, remove both lenses and consult
your ECP.

REMOVING THE LENS

» Always remove the same lens first.

» Wash, rinse, and dry your hands thoroughly.

* Always be sure that the lens is in the correct
position on your eye before you try to remove it (a
simple check of your vision, closing one eye at a
time, will tell you if the lens is in the correct
position). Look up and slowly pull down your
lower eyelid with the middle finger ofyour removal
hand and place your index finger on the lower edge
of the lens. Squeeze the lens lightly between the
thumb and index finger and remove it. Avoid
sticking the edges of the lens together.

* Remove the other lens by following the same
procedure.

* Use rewetting drops recommended by your ECP
if lens is difficult to remove.

Note: If this method of removing your lens is
difficult for you, your ECP will provide you with
an alternative method.



NENCTBUNA B_ C/YYAE MPUTATILLEWN
(HEABVKY LLLEENCSH) NTNH3bI

Ecnn nuH3a npunvnna (nepectana [ABurarbcs),
[06aBbTe B rna3 HeCKONbKO Kanesb YBMaXHAOLLEro
pacTBopa, PEKOMEHA0BAHHOrO BallUM OKY/IUCTOM.
HE ucnonb3yiite NpocTyt0 BOAY WM Kakoe-1n6o
[pyroe Ccpefcrso, MOMUMO PeKOMEHAOBaHHbIX
pacTBopoB. HE nbiTailTeCb CHATb MPUINNLLYIO
NH3Y. 3TO MOXKET NOBPeAUTb Ball rnas. Ecnu nocne
HECKO/IbKMX MPUMEHEHWUIA pacTBopa M MOpraHui
NINH3a  He  HayHEéT  [BWraTbCA, HEMEASIEHHO
obpatutecb K CBOeMy OKynucTy, HE nbiTaintecs
CHATb /IMH3Y 6e3 KOHCynbTauumM CO  CBOUM
OKY/IUCTOM.

YXO/4 3A BAWWNMU JTMH3AMI

o ina pnutenbHOro 6e30nacHoOro M KoMgopTHOro
HOLLEHNS BaWMX /IMH3 HEOOXOAMMO CHavana
OYMCTUTb WU MNPOMbITb  BalWW  JINH3bI, 3aTEM
npoAe3nH(pMLMpoBaTb nx [n obpaboTatb
HeWTpanu3yWwmm CcpeacteoM (AN CUCTEM C
nMepekncbio BOAOPOAA)] MOCne KakAoro CHATUS,
MCNONb3ys  PeXMM  yxofda  3a  JIMH3aMW,
PEKOMEH/0BaHHbIA BalLIMM OKY/MCTOM.

* HecobnogeHne pekOMEHAOBAHHOIO peXxuma
yXofa 3a /IMH3aMU MOXET MPUBECTU K PasBUTUIO
CepPbE3HbIX OCNOXHEHWIA C Fnasamu.

SAMAUMBAHNE N XPAHEHWVE JTNHS3
HCTPYKUMS NO NPUMEHEHMHO:

Mpn KakAOM 3aMauymBaHWM  (XpaHeHWW) fMH3
NCMOMb3yNTe TONbKO CBEXMWI [e3VHDULMPYHOLLNIA
pacTBOp ANSi KOHTAKTHbIX JINH3.

MPEAYTIPEXXAEHWE:

HE wncnonb3yiiTe NOBTOPHO W He «MOMOSHANTE»
CTapblil pacTBOP, OCTaBLUWIACA B KOHTeWHepe Ans
NINH3, TaK KakK MOBTOPHOE MCMOo/ib30BaHME pacTBopa
CHMXaeT 3((EeKTUBHOCTb Ae3MHMEKLMN N MOXeT
MPUBECTN K CEPbE3HON MHMEKLMU 1 NOTepe 3peHust
(B TOM uncne K cnenote). «lMononHeHWe» 03Ha4aeT
fob6aBneHVe  CBeXero pacTtBopa K  CTapomy
pacTBOpY, KOTOPbLIA OCTa/ICA B KOHTENHepe.
BPEMA MPOTUPAHNA N MPOMbIBKW

HCTPYKLMS NO NPYMEHEHNHO:

Cobntopaiite BCE  PEKOMEeHAyemble  CpPOKM
MPOTMPaHUs W MNPOMbIBKM JIMH3, YKa3aHHble Ha
3TUKETKE pacTBopa, UCMONb3YEMOro Ans OYUCTKW,
Ae3VHMEKUMN U 3amavMBaHWUA  JIMH3,  YTOObI
obecneunTb Hagnexawyto Ae3MHPEKUMIO fIMH3 1
CHU3UTb PUCK UX MHDULMPOBAHMS.
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CARE FOR A STICKING (NON-MOVING)
LENS

If a lens sticks (stops moving), put a few drops of
the rewetting solution recommended by your ECP
into your eye. DO NOT use plain water or anything
other than the recommended solutions. DO NOT
attempt to remove a lens that is sticking, which
could damage your eye. If the lens does not begin
to move when you blink after several applications
ofthe solution, immediately contact your ECP. DO
NOT attempt to remove the lens except on the
advice of your ECP.

CARING FOR YOUR LENSES

* For continued safe and comfortable wearing of
your lenses, it is important that you first clean and
rinse, then disinfect [and neutralize (for hydrogen
peroxide systems)] your lenses after each removal,
using the lens care regimen recommended by your
ECP.

* Failure to follow the recommended lens care
regimen may result in development of serious
ocular complications.

SOAKING AND STORING LENSES
Instructionsfor Use:

Use only fresh contact lens disinfecting solution
each time you soak (store) your lenses.

WARNING:

DO NOT re-use or "top-off’old solution left in lens
case since solution re-use reduces effective lens
disinfection and could lead to severe infection,
vision loss (including blindness). ‘Topping-off’ is
the addition of fresh solution to solution that has
been sitting in the case.

RUB AND RINSE TIME
Instructions for Use:

Follow the complete recommended lens rubbing
and rinsing times in the labeling of the solution
used for cleaning, disinfecting, and soaking lenses
to adequately disinfect lenses and reduce the risk of
contact lens infection.



MPEAYTIPEXOEHUNE:

 lMpoTupaiiTe ¥ NpPOMbIBaNTE /IMH3bI B TeuyeHue
PeKOMeHA0BaHHOr o BpeMEHMU, 4TOGbI
NpeLoTBPaTUTL CEPbE3HbIE FNa3Hble MHDEKLUN.

* Hukoraa He ucnonb3yiiTe Bogy, 3N0NOrMYECKNIA
pacTBOp  WAM  YBRAAKHAKOWME  Kanav  Ans
Ae3nHBEeKUMM  NMH3.  3TM  pacTBOpbl  He
06ecneynBatoT Hafexallyto Ae3NH(EKUNIO INHS.
Heucnonb3oBaHue PeKOMeHA0BaHHOr 0
AE3NHDULMPYIOLLEro CpefcTBa MOXET MPUBECTU K
CepbE3HOI MH(EKLMN 1 noTepe 3peHus (B TOM Yncne
K cnenore).

yXon4 3A TMH3AMU

VHCTPYKUMS| NO NPUMEHEHMHO:

* Mcnonb3ys Ans OYMCTKN CBEXMWIA CTEpPUNbHBbIIA
Ae3VHMUMPYOWNA  pacTBop/ouncTutens  Ans
KOHTaKTHbIX /INH3 OYUCTUTE KOHTElHep ANs JIMH3,
npoTepeB ero nanbuamu. HMkorga He Ucnonb3yiTe
Bogy. Iocne 04YNCTKN KOHTENHep AN NNH3 cneayeT
NPOMbITb CBEXMUM CTEPU/bHBIM
Ae3VHMONLMPYOLWUM PacTBOPOM M NPOTEPETH HOBO
yncTon  6e3BOPCOBOM  TKaHbK. Hukorga He
BbICYLUMBANTE Ha BO34yXe W He 3aKkpbiBaiTe
KOHTEMHep AN JINH3  KPbILWKOM nocne
MCNOMb30BaHNA 6€3 KaKMX-NM60 AONONHUTENbHbIX
MeTOAO0B  ouncTku. [lpy  BO3AYLIHOW  CyLUKe
ybegnTecb, 4YTO B KOHTeiiHepe He 0CTanochb
HMKaKoro pacTBopa, W /WWb 3aTeMm AdaiiTe
KOHTeliHepy BbICOXHYTb Ha BO3AyXe.

* 3ameHsliTe KOHTENHEP 41 IMH3 B COOTBETCTBUN C
YKa3aHWAIMMW BaLLero OKy/ncTa Uan UHCTPYKLUMAMU,
npunaraemMbIMu K KOHTeliHEpY.

MNPEAYTIPEXAEHWE:

o KOHTeMHep 419 KOHTaKTHbIX JIMH3 MOXET CTaTb
NCTOYHNKOM Pa3MHOXEHUS MUKPOOOB.

 HE XxpaHuWTe NWH3bI B BOAE WM KakoM-1n60
HECTEPUNbHOM  pacTBoOpe W He NpPOMbiBaiTe
KOHTENHep AN JMH3  3TUMK  CPeLCTBaMu.
cnonb3yinTe TONbKO CBEXWIA pacTBOp, 4To6bl HE
3arps3HATb CBOW JINH3bl WM KOHTEWHep ANS JINH3.
icnonb3oBaHMe HeCTEPUILHOTO pacTBopa MOXeT
MPUBECTU K CEPbE3HON WHMEeKLUM unn notepe
3peHuns (B TOM YuCne K CernoTe).
OATA WCTEYEHNA CPOKA TOAHOCTW
HA ®JIAKOHE C PACTBOPOM

VHCTPYKUMS NO MPUMEHEHNIO:
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WARNING:

* Rub and rinse lenses for the recommended
amount of time to help prevent serious eye
infections.

* Never use water, saline solution, or rewetting
drops to disinfect lenses. These solutions will not
disinfect lenses. Not using the recommended
disinfectant can lead to serious infection, vision
loss (including blindness).

LENS CASE CARE
Instructions for Use:

* Clean contact lens cases with finger rubbing using
fresh, sterile disinfecting solution/contact lens
cleaner. Never use water. Cleaning should be
followed by rinsing with fresh, sterile disinfecting
solutions and wiping the lens cases with fresh,
clean, lint-free tissue is recommended. Never air-
dry or recap the lens case lids after use without any
additional cleaning methods. If air-drying, be sure
that no residual solution remains in the case before
allowing it to air-dry.

* Replace the lens case according to the directions
given by your ECP or the labeling that came with
your case.

WARNING:

» Contact lens cases can be a source of microbial
growth.

* DO NOT store lenses or rinse your lens case with
water or any non-sterile solution. Only use fresh
solution so you DO NOT contaminate your lenses
or lens case. Use of non-sterile solution can lead to
severe infection or vision loss (including
blindness).

DISCARD DATE ON THE SOLUTION
BOTTLE
Instructionsfor Use:
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YTununsunpyiite nt060i ocTaBLUMIACA pacTBOp noce
NCTEYEHMS PEKOMEHOBAHHOIO0 CpPOKa XpaHeHus,
yKazaHHOro  Ha  (pakoHe C  pacTBOpOM,
MCNONb3YEMbIM ANS1 AE3VH(EKLMN N 3amMayvBaHNS
KOHTaKTHbIX JIMH3.

MNPEAYTIPEXXAEHUE:

e icnonb3oBaHWe pacTBopa Noc/ne AaTbl UCTEUEHUS
CPOKa FOHOCTM MOXET MPUBECTU K 3arpsi3HEHUHO
pacTBOpa M K CEPbE3HON MHMEKLUMU WU moTepe

3peHns (B TOM yucre K cnenore).

XNMUNYECKAHA (HE TETJIOBARA)
OE3VHPEKL WA

e OuuCTUTE KOHTAaKTHble JIMH3bl  YUCTALLUM

pacTBOPOM, PEKOMEH/OBaHHbIM BalLMM OKYIUCTOM,
MW TWATeNbHO MNPOMONTE WX PEKOMEHAYEMbIM
MPOMbIBOYHBIM PacTBOPOM.

e [locne OYUCTKM W NPOMbIBKMA  BbINOSHUTE
Ae3NH(eKUNo, CTPOro  Cneays  MHCTPYKUMAM,
npunaraeMbiM K Ae3nH(ULMPYIOLWEMY pacTBopY,
KOTOpbI yKa3aH B CXeMe yX0ja, peKOMeH0BaHHOM
BaLLMM OKY/IMCTOM.

* Mpn ncnonb30BaHMM CUCTEM YXO[a C MEPEKUCHIO
BOLOPOZA, Mpexae Yem HafeTb JMH3bl, WX
Heobxogumo  obpaboTtatb HENTpaNn3yoLLnM
cpeactBoM. CnefyviTe peKOMeHAALNAM Ha 3TUKETKE
CUCTEMbI C MEPEKMCHIO BOAOPOAA.

o [pexge 4em BCTaBNATb W HaAeBaTb JMH3bI,
TWATENbHO  MNPOMOATE  UX  PEKOMEH/[O0BaHHbIM
CBEXMM MNPOMbIBOYHbLIM PacTBOPOM WU Chegyinte
MHCTPYKUMSM Ha 3TUKETKE [e3MH(PULMPYHOLLErO
pacTBopa.

* HE HarpeBaiiTe fe3VH(ULMPYIOLNIA pacTBOP UK
JIH3bI.

» OCTaBbTE /IMH3bl B 3aKPbITOM KOHTEHepe ANS
XpaHeHWst Ao Tex nop, MoKa He 6yfeTe roTOBbI
HafeTb NINH3bI.

BHUMaHMe:  XMMUYECKN  [Ae3VH(ULMPOBAHHbIE
JINH3bI MOryT nornoulaTb KOMTMOHEHTHb!
AE3VH(ULUMPYIOLWEero  pacTBopa U BbI3BaTb

pasapaxeHuve rnas. TulaTeNbHOe NMPOMbIBAHUE NINH3
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Discard any remaining solution after the
recommended time period indicated on the bottle of
the solution used for disinfecting and soaking
contact lenses.

WARNING:

* Using solution beyond the discard date could
result in contamination of the solution and can lead
to severe infection or vision loss (including
blindness).

CHEMICAL (NOT HEAT) DISINFECTION

* Clean the contact lenses with the cleaning solution
recommended by your ECP and thoroughly rinse
them with the recommended rinsing solution.

« After cleaning and rinsing, to disinfect, carefully
follow theinstructions accompanying the
disinfectingsolution in the care regimen
recommended by your ECP.

* When using hydrogen peroxide lens care systems,
lenses must be neutralized before wearing. Follow
the recommendations on the hydrogen peroxide
system labeling.

* Thoroughly rinse lenses with fresh solution
recommended for rinsing before inserting and
wearing or  follow theinstructions on the
disinfecting solution labeling.

* DO NOT heat the disinfecting solution or lenses.
* Leave the lenses in the closed storage case until

ready to put on your eyes.

Caution: Lenses that are chemically disinfected
may absorb ingredients from the disinfecting
solution, which may be irritating to your eyes. A
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B CBEXKEM CTEPULHOM (h3M0N0TMYECKOM pacTBope
nepes, YCTaHOBKOW B rfiasa CHUXKAET BEPOATHOCTb
BO3HWKHOBEHWS Pa3fipaKeHUs.

OTNOXEHWNA HA JTIMH3AX n
NCIMOJIb3OBAHUE NMPOLEAYPbI
®EPMEHTHOW OUYUNCTKMU

e Baw  oKynMcT  MOXeT  peKoMeHA0BaTb

(hepMeHTHY0 oumcTKy. C MOMOLLbIO (PepMEeHTHOIA
OUUCTKM YAanstoT 6e/KOBble OT/IOKEHMS Ha IMH3e.
ST  OTNOXKEHWS  Henb3d  YAanUTb  OObIYHBIMK
UNCTALMMUN  CpeacTBamMW. Y[aneHne 6enKoBbIX
OT/IOXKEHUA  HeobxoguMmo  Ana  obecrneveHus
XOPOLLEro COCTOSHMS BalMX NNH3 U 3L0POBbA TNas3.
Ecnn 3T OTNOXEHMS He ypAansTb, OHW MOryT
MOBPEAWTL IMH3bI U BbI3BATH pa3fpaXKeHue.

» ®epmeHTHasd oumcTka HE 3amMeHsieT 00blYHYHO
OYMCTKY W  AesnHpekunto. [nsa  hepMeHTHO
OYMCTKM  Bbl  [O/KHbI  CTPOro  cfefosatb
WNHCTPYKLMAM Ha  3TUKeTKe  (DEPMEHTHOro
YMCTALLErO CPeACTBa.
yXo4 3A CYXOW
NINH30U

Ecnu nnH3a npuavnaeT K NOBEPXHOCTU, MPeXxae Yem
O6paTb X HageBaTb €€, HaHecMTe Ha Heé
MPOMbIBOYHbIA PacTBOP, PEKOMEHA0BAHHbIN BalM
OKY/ICTOM:

(OBE3BOX>XEHHOW)

 O6paLlaiTeCb C IMH30/ OCTOPOXHO.

e MomMecTuTe NMH3Y B KOHTEWHep Ans XpaHeHus u
3amounTe eé B PEKOMEHAO0BAaHHOM pacTBope A/
MPOMbIBKM W XpaHeHMs He MeHee YeM Ha 1uac, noka
OHa BHOBb He CTaHET MSTKOWA.

CHavana oumncTuTe NINH3Y, 3aTem
npoaesMHOUUMPyiTe  06E3BOXKEHHYH  /IMH3Y,
NCMONMb3ysi PEKOMEH[OBaHHYIO CUCTEMY YyXOfa 3a
NIMH3aMU.

« EC/M nocne 3aMauymBaHuns NIMH3a He CTaHeT MAFKOi
WK eCnn  MOBEPXHOCTb OCTaHeTcs cyxoi, HE
NCNONBb3YNTE /NH3Y, MOKA OHA HE
BYAET OCMOTPEHA BALWNM OKYJIMCTOM.

SKCTPEHHBbIE C/TTYHAU

Ecnu B rnasa nonain Kakue-nn6o XrMmnyeckme mim
onacHble BellecTBa (Hanpumep, BellecTBa U3
TOBapoOB GbITOBO XWMWM, Caf0Bble PacTBOPbI,
NabopaTopHble XUMMKATbl M T. M.), Bbl [JOMKHbI:
HEMEONEHHO MPOMDbITb MNMA3A

BOAOMPOBOAHOM BOAOW, A 3ATEM
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thorough rinse in fresh sterile saline solution prior
to placement on your eye should reduce the
potential for irritation.

LENS DEPOSITS AND USE OF ENZYMATIC
CLEANING PROCEDURE

* Enzyme cleaning may be recommended by your
ECP. Enzyme cleaning removes protein deposits
on the lens. These deposits cannot be removed with
regular cleaners. Removing protein deposits is
important for the well-being of your lenses and
eyes. If these deposits are not removed, they can
damage the lenses and cause irritation.

* Enzyme cleaning does NOT replace routine
cleaning and disinfecting. For enzyme cleaning,
you should careftilly follow the instructions in the
enzymatic cleaning labeling.

CARE FOR A DRIED OUT (DEHYDRATED)
LENS

Ifthe lens is adhering to a surface, apply the rinsing
solution recommended by your ECP before
handling:

 Handle the lens carefully,

* Place the lens in its storage case and soak the lens
in a recommended rinsing and storing solution for
at least 1 hour until it returns to a soft state.

* Clean the lens first, then disinfect the rehydrated
lens using a recommended lens care system.

* If after soaking the lens does not become soft or
if the surface remains dry, DO NOT USE THE
LENS UNTIL IT HAS BEEN EXAMINED BY
YOUR ECP.

EMERGENCIES

If chemicals or hazardous substances of any kind
(e.g., household products, gardening solutions,
laboratory chemicals, etc.) are splashed into your
eyes, you should: FLUSH EYES IMMEDIATELY
WITH TAP WATER AND THEN REMOVE



BbICTPO CHATbL NINH3bI.
HESAMEOJ/IUTE/IbHO OBPATNTbLCH K
CBOEMY OKYJ/INCTY WIN B TNYHKT
OKA3AHWA MEPBO MOMOLL.

MATEPUWAJDbI, N3 KOTOPbIX
N3rotToBJIEHO MEAVNUMNHCKOE
M3OENTNE NN ETO OCHOBHBbIE
UACTMU

JInH3a n3rotoseHa 13 maTtepuana xumnapunkoHa b
M NpU MOrpyXeHUn B (DU3NONOTMYECKUIA pacTBop
OHa Ha 59 % cocTouT 13 BOAbl MO Macce. JTa INH3a
TOHMPOBaHa B rosly6oii LBET C NOMOLLbI KpacuTens
- [aHHas TOHMpPOBKa MCMONb3yeTca Ans yaobcTea
noTpebuTens Npyu UCNONb30BaHNUMN JINH3bI.

Kaxpgas uMH3a MomelieHa B NAaCTUKOBLIN
KOHTeliHep, repMeTWYHO 3anasHHbIi (OoNbron C
MNacTUKOBbIM  MOKPbITUEM 1 COAepXaliuii
YMaKOBOYHbIA PacTBOP. YMaKOBOYHbIA pacTBop
npeacTaBnsieT  Co60M  CTEPUbHLIA  GOpPaTHBbIN
6yhepHbIA pacTBOpP C GOPHOM KWUCNOTOW, 6opaToM
HaTpUs W MOMOKCAaMUHOM. KOHTaKTHbIE JIMH3bI
CTEPUNN30BaHbI NApOM.

TEXHUYECKWVME XAPAKTEPUCTUNKWN
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LENSES PROMPTLY. CONTACT YOUR ECP
OR VISIT A HOSPITAL EMERGENCY ROOM
WITHOUT DELAY.

LIST OF MD MATERIALS

The lens is made from the hilafilcon B material and
is 59% water by weight when immersed in a saline
solution. This lens is tinted blue with Reactive Blue
Dye. Contact lenses are tinted to improve visibility
when used by the consumer.

Each lens is placed in a plastic container, sealed
with plastic-coated foil and containing packaging
solution. The packaging solution is a sterile borate
buffer solution with boric acid, sodium borate and
poloxamine. Contact lenses are are supplied steam
sterilized.

TECHNICAL SPECIFICATIONS



HavnmeHoBaHMe napameTpa/ Parameter name

Lens desing diagram
Optical power - 3.00
Sagittal depth - 3,80 mm
0 Anterior optic zone - 8,9 mm
Center thickness - 0,090 mm
0 Diameter 14,20 £0.20 mm
Section A-A

MapameTpbl M (U3NKO-XMMUYECKME CBOICTBA
JINH3bI

MapameTp 3HayeHue
OonTtuyeckas Koppekums ot - 9,00 gnTp Ao + 6,00 aonTp
basoBas KpuBas 8,6 Mm

JKBMBaNeHTHas 6a3oBas

Kpusas (36K) 8,64 Mmm + 0,20 MM

OunameTp 14,20 vm = 0,20 MM

MpefenbHblii fuameTp

o 8,9 Mm
ONTUYECKON 30HbI
lonwuHa ueHTpa 0,090
CofepxaHue BOAbl 59%

22 x 10-11 [cm3 02(STP)x
KucnopogonpoHuuaemoct  cM]/ (C x CM2 x MM PT.CT.) npu
b(Dk) 35 °C (nongporpadguyeckuii
meTof)

NMHD®POPMALINA O MAPKMNPOBKE
CMNMNCOK CMMBOJIOB 1 COKPALLEHNWN

MepeBof Ha pycckuid a3bik/ Translating to Russian
language
Cxema KOHCTPYKLUW NINH3bI
OnTuueckas cuna - 3,00
CarrrutanbHasa rny6uHa - 3,80 mm.
0 MepepHuUii fuameTp ONTUYECKON 30HbI - 8,9 MM
TonwmnHa ueHTpa- 0,09 mm
0 OwnameTtp 14, 20 mMm
CeueHune A-A

Parameters and Physiochemical Characteristics
for lens

Parameter Specification
Spherical Correction -9,00 Dto +6,00 D
Base Curve 8,6 mm

Equivalent base curve 8 64 mm + 0,20 mm

(EBC)

Diameter 14,20 mm = 0,20 mm
Anterior optic zone 8,9 mm

Center thickness 0,090

Water Content 59%

Oxygen Permeability 22 X10-11 [cm3 02 (STP) x cm]/
(Dk) (sec Xcm2 x mmHg) @ 350 C
(polarographic method)

LABELING INFORMATION
SYMBOLS & ABBREVIATIONS LIST

Ha 3TMKeTKe nnm ynakoBKe Ballero NpogyKTa MoryT oTobpaxartbecs crefytoLime cumBonbl: /The
following graphics may appear on the label or the carton of your product:
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Kog naptun [ Lot code

LOT
Vcnonb3oBatb f0... [ Use before
EXP S
3HaK COOTBETCTBMA CTaHAapTam EC / EU standards conformity mark
AN 0050
STRILE 1 CTepunn3oBaHo ¢ nomolLLbio napa / Sterilized using steam
Tonbko o peuenty (CLLIA). / Prescription only (USA).
R only peLienTy ( ) p y ( )

A OctopoxHo! | Caution!
€ MepepaboTka ynakosku/ Green dot

Bausch & Lomb Incodorated unm adpdmnmposaHHbie ¢ Heit komnaHum | Bausch
& Lomb Incodhorated or its affiliates

MegunumHckoe nsgenve [ Medical device

w 3
( § ) He ncnonb3oBaTth, ecnun yrnakoska nospexeHa /Do not use if package is damaged
He ucnonb3oBaTb nosTopHO / Do not re-use
OfHa CTepunbHas GapbepHas cucTeMa C 3alMTHOM ynakoBkoi cHapyxm | Single
O sterile barrier system with protective packaging outside
WmnopTép/ Importer
PWRFV 3afHas BeplUMHHas pedpakuums/ Paraxial back vertex power
BC basoBas KpuBusHa/ Base curve
DIAOT O6bwwin gnuamed/ Total diameter
AX Ocb ymnuuHgpa / Cylinder axis
SPH Chepuueckan pedpakumsi / Sphere power
CYL Liununapnyeckas pedpakuus / Cylinder power
] N3roTosuTens / Manufacturer
\\:_C REP YMONHOMOYEHHBIN MpeacTaBuTens B Esponelickom coo6ujectse / Authorized
Il 1 Representative in the European Community
UD I YHUKaNIbHbIA HOMep, ucnonb3yemblii B EBponeiickom Cotoze n CLUA ans

NOEHTUMUKALMN 1 OTCNEXMBAHUA MeAULMHCKUX n3genuit/Unique number used in
the European Union and the United States to identify and track medical devices.
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[ata nponssogcTtea/ Date of manufacture
L
MEPEYEHb HALIMOHAJIbHbLIX U
MEXOYHAPOOHbIX HOPMATUBHbIX
OJOKYMEHTOB/CTAHOAPTOB,

KOTOPbIM COOTBETC 1BYET
MEAVLVMHCKOE U3AENVNE

LIST OF NATIONAL AND
INTERNATIONAL REGULATORY
DOCUMENTS / STANDARDS WHICH THE
MEDICAL PRODUCT MEETS

CraHpapT HasBaHue Standard Title Name
Crepunnsauus MeaMLMHCKNX nagenmii. Steril_ization ofmedica_l device_s -

EN 556- Tpe6oBaHMs K MEAMLMHCKAM  W3LenusM EN 556- Requirements for medical devncc_as to be

1:2001/AC:20 kateropum  «CTEPU/bHBIE».  Yacte 1 1:2001/AC:2006 designated "STERILE" - Part 1.

06 Tpe6oBaHWs K MEAWUMNHCKUM  U3AeNunsMm, Requirements for

nognexawum GUHNLLHON cTepunnsauum

terminally sterilized medical devices
Biological evaluation of medical devices -

EN 1SO OueHKa 61010rNYeCKOro feiicTBna MefULUHCKNX EN ISO 10993- ) A A F :
10993 1:2020 nagenuii. YacTb 1. OUEHKA M WCCNedoBaHWs B 1:2020 Part 1. Evaluation and testing within a risk
' npoLecce MeHe>KMeHTa puUcKa management process
ENISO OueHKa 610OrNYECKOro AeCTBUA MeAULMHCKNX EN ISO 10993- Biological evaluation of medical devices -
i 2:2006 Part 2: Animal welfare requirements
10993-2:2(K06 nsgenuii. Yactb 2. TpeboBaHWA K COAep>KaHWio q
KUBOTHBIX . EN ISO 10993- Biological evaluation of medical devices -
EN 1SO OHEHKﬁtﬁMOﬂOFM”eCKOFO AeNCcTBNA MEANLINHCKAX 5:2009 Part 5: Tests for in vitro cytotoxicity
10993-5:2009 z;ﬂiqlgzzmwl;g::)mei;qm irITIS?tJ:EAOBaHMH Ha EN I1SO 10993 Biological evaluation of medical devices -
- " d1m S TOTTIHT 10DHN
OueHKa 61ONOrMYECKOTO AeiiCTBUS MESULMHCKNX 10:2013 sensitization
EN 1SO n3nenuii. YacTtb 10. WccnegosaHus . . . . .
10993-10:2013 pasgpaxaiowero " CeHCUBUAM3NPYIOLLero EN 1SO 10993- BIO|09IF3| evaluation ofrnedlc_al_ devices -
pelicTans 11:2018 Part 11: Tests for systemic toxicity
ENISO OneHka 6MONOrNYECKOTO AeACTBUA MEANLMHCKNX 1SO 10993- Biological evaluation of medical devices -
) N3AENuii. YacTb 11. WccnegosaHus ) Part 12: Sample preparation and reference
10993-11:2018 . 12:2021 .
0061, eTOKCUYECKOTO AeiicTBUA materials
i Biological evaluation of medical devices -
1SO 10993- Ou,eHKav6monor|/|L|eC|<oro [eiicTBMA MefNLNHCKNX EN ISO 10993- % oot dica ;
12:2021 usgenuit. Yactb 12. TMpurotosnesne npob u 18:2020 Part 18: Chemical characterization o
: ko1l T ponbilble 06pasLbl ' materials
OueHKa 61M0N0rNYeCKOro feACTBUA MeAULUHCKNX EN ISO 10993- Biological evaluation of medical devices - Part
EN 15O i Y 18. O 23:2021 23: Tests for irritation
10993-18:2020 )v(lzp,;ﬂ?zl.mm:c';:m .ManOquHKa XUMUYECKUX : : Tests for irritatio
Op p6 P . EN 1SO 11607- Packaging for terminally sterilized medical
EN ISO HEHKaV MonorM:eCKorgg,qemcmmVllwe,qmqmncmx 1:2020 devices - Part 1. Requirements for materials,
10993-23:2021 /3AEMA. aSTb ) cenepoBanna ' sterile barrier systems and packaging systems
pasfpaxaroLLlero feicTemns.
Ynakoeka  Ans MeAMLMHCKIX usgenuii, EN 1SO 11607- Pacl.<ag|ng for termlr.1aII)./ sterlllz.ed medical
EN 1SO NoAneXalmnx GUHNLIHOI CTepuansaymu. YacTb . 2: 2020 devices - Part 2: Validation requirements for
11607-1:2020 Tpe6oBaHWs K  maTepuanam,  cucTemam forming, sealing and assembly processes
CTEpPUNbLHOro 6apbepa 1 cUCTeEMaM YyNakoBKU Sterilization of health care products —
Ynakoska  Ans MeANLMHCKNX n3genuii, IlS;)01I8I 13t- ll\jlllfrobl_olc;glcal r:ethods N | t_Part l;(
EN ISO nognexawyux GUHULHONK cTepuamnsaymm. Yactb 2. ' .e ermina |.on ° da ‘ popufation °
11V-Z A1) TpeboBaHus K Banugauunn npoueccos ENISO microorganisms on progucts
(hopMMpoBaHKA, repMeTnsaLMm n cbopkn . .
11978:2017 + Ophthalmic optics - Contact lenses and contact
Crepunusauyms MeANLMHCKON npoAyKuuu. Amd lens care products - Labelling
ISO 11737- Mukpobuonornyeckme  MeTOAbI. Yactb 1 1:2020
1:2018 OnpegeneHne nonynsunum MUKPOOPraHW3MOB Ha Ophthalmic optics - Contact lenses and contact
npoaykumnmn EN ISO 11981: lens care products -Determination of physical
EN 1SO Ontuka ogTanbmonoruuveckasd.  KoHTakTHble 2017 compatibility of contact lens care products
11978:2017 + MH3bl ¥ cpefc'TBa yxoda 3a KOHTaKTHbIMM with contact lenses
Amd 1'.2020 NnH3aMun. EN 1SO Ophthalmic optics - Contact lenses and contact
ITUKEeTNPOBaHUe 11986:2020 lens care prixlucts - Determination of
OnTtuka odTanbmonornyeckasd.  KoHTaKTHble preservative uptake and release
EN 1SO NMH3bI 1 cpeacTBa yXoAa 3a KCEbHTaKTHb'MV' EN ISO 11987:  Ophthalmic optics - Contact lenses -
. NNH3aMU. OnpefgeneHune n3n4eckoi 2012 D inati i
11981: 2017 S . L . etermination of shelf-life
aDMadnMUan VPWCIES |AU|aJa MUTaMHBLMMN N 1SO Medical devi lity management
AnH3aMu CKOHTaKTHbIMW NNH3aMU : 64 edica evices - Quality anageme
405.2U16¢ systems - Requirements for regulatory
OnTtuka otTanbmonoruyeckas.  KoHTakKTHble ]
EN 'gj AMDI 1:2021 purposes
NVH3bl U CpefcTBa YX0fa 3a KOHTaKTHbIMU
11986:2020 NVH3aMU. EN I1SO Clinical investigation of medical devices for
OnpegeneHne BAUTLIBAIOL el CNOCOBHOCT U 14155:2020 human subjects - Good clinical practice
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EN ISO OdTanemonornyeckas — onTika.  KoHTakTHble MEDDEV 2.7/1  Clinical Evaluation: A guide for manufacturers
11987: 2012 NuH3bl. OnpegeneHne cpoka rogHocTn Rev. 4 and notified bodies
ENISO
13485:2016 + Wsgenus mepuumHckue. CUCTeMbl MeHeMKMeHTa ENISO 14534:  Ophthalmic optics - Contact lenses and contact
AMDI 1:2021  Kauecrea. TpeboBaHnA Ans Uenei perynnposaHns 2015 lens care products - Fundamental requirements
KnnHunyeckne — unccneposaHus MefNLNHCKNX EN ISO Medical devices - Application of risk
EN ISO N3Aenunii, NpoBoAMMble C y4yacTUeM 4esoBeka B 14971:2019 management to medical devices
14155:2020 KayecTBe cybbekTa. Haanexaiwias KanHu4yeckas Medical devices - Symbols to be used with
npakTika EN ISO 15223- medical device labels, labeling and
MEDDEV KnuHWYeckas oLeHKa PYKOBOACTBO Anst 1:2021 infor.mation to be supplied - Part 1. General
2.711, peq. 4 npov3BOANTENEI M YNONHOMOYEHHbIX OpraHoB requirements
Sterilization of health care products - Moist
EN 1SO Ontuka  otTanbmonoruyeckas.  KOHTaKTHble EN ISO 17665- heat- Pa |: Requirements for the development,
14534: 2015  VH3Bl M CPEACTBA  yXOAa 33 KOHTaKTHLIMU 1:2006 validation and routine control of a sterilization
nnH3amn. OCHOBHble TpeboBaHUA process for medical devices.
EN ISO W3penus MeaNLIMHCKME. MpuMeHeHNe EN ISO 18369- Ophthalmic optics - Contact lenses - Part 2:
14971:2019 ynpaBneHus puckamy K MeANLUHCKUM WU3LeNNam 2:2017 Tolerances
V38enMs MeaULMHCKMe. CUMBOMbI, MPUMEHAEMbIE EN ISO 18369- Ophthalmic OptIC; —dCOntact lenses - Part 3:
EN ISO npy MapKUpOBaHUU MEAULUHCKUX W3fenuid, Ha 3:2017 MEasurementmethods
15223-1:2021  3TUKeTKax " B COMpPOBOAUTENLHOM EN 1SO 18369- COPhthalmic optics - Contact lenses - Part 4:
fokyMmeHTayuu. YacTte 1. O6wme Tpe6oBaHMA 4:2017 Physicochemical properties of contact lens
Crepunusauna MeAWLMHCKO NpoAYyKLunn . materials
P 4 An poayKyy. Ophthalmic Optics - Contact Lenses and
EN ISO BnaxHoe Tenno. Yactb 1. TpeboBaHus K L
17665-1:2006  pa3spaboTKe, BANMAAUAN U PYTUHHOMY KOHTDOMIO EN ISO Contact Lens Care Products - Determination of
' o 9394:2012 Biocompatibility by Ocular Study with Rabbit
npouecca CTepuan3aLun MeaULNHCKNX U3[ennii Eyes
EN ISO OnTtuka  odTanbMoONOrnyeckas. KOHTaKTHble IEC 62366-1:
18369-2: 2017 nMH3bI. YacTb 2 [onycKu 2015 + Medical Devices: Application of usability
AMDI: 2020 engineering to medical devices

EN ISO
18369-3:2017

EN ISO
18369~: 2017

onTtuka O(*]TaﬂbMOﬂOl'VI'—leCKaﬂ. KoHTaKTHble

NINH3bI. YacTb 3 MeToAbl U3MEpPeHUs

OnTuka oTanbMON0rmyeckas. KOHTaKTHblIEe
NMH3bL. YacTb 4 ®U3MKO-XMMMUYECKUEe CBOMCTBA
MaTepuanoB KOHTAK3 HbIX JINH3

ISO 18189:2016

Ophthalmic optics — Contact lenses and
contact lens care products — Cytotoxicity
testing of contact lenses in combination with
lens care solution to evaluate lens/solution
interactions

OnTuka  otTanbmosoruyeckas.  KOHTaKTHble Medical devices - Information to be provided
EN I1SO JINH3bI 1N CpeACTBa yXoAa 3a KOHTaKTHbIMU EN ISO 20417: by the manufacturer Note: 1SO 20417 was used
9394:2012 nuHsamu.  OnpefeneHne  6UOCOBMEC'TUMOCTU 2021 to support compliance to MDR requirements in
MeToAOM O(hTanbMONOIMYECKOr0 WCCNef0BaHNA the absence of other available standards
Ha rnasax Kponuka
IEC 62366-1: MeguunHckmne n3genus. INpoekTupoBaHue
2015 + MeAULNHCKNX n3genni c y4yeTom
AMDI: 2020  akcnnyaTauWMOHHOW NPUTrogHOCTH
OnTuka odTanbmonornyeckas.  KoHTaKkTHble
1SO NNH3bl W CpeAcTBa yXoda 3a KOHTaKTHbIMM
18189:2016 AWH3aMu. McnbiTaHWe Ha  LUTOTOKCMYHOCTb
KOHTaKTHbIX /IMH3 1 pacTeBopa 419 yX04a 3a HUMK
ANA OLLeHKN B3aMMOLEeNCTBNA NNH3bI/pacTBOp
MefuumnHckme nsgenus. WHdpopmauums,
npegoctaBnsemas npov3BoOgUTENEM
EN ISO MpumeyaHue: cTaHgapt ISO 20417
20417: 2021 ncnonb3oBasncs ans NoATBEPXAeHUA
co0TBeTCTBMA TpeboBaHMAM MDR B oTcyTCTBME
APYTUX JOCTYMHbIX CTaHAapToOB
CPOKrogHocTtun SHELF LIFE

Shelflife 5 years from the date of sterilization. See
the expiration date on the blister/consumer
packaging.

CpoK rogHocTu 5 1eT ¢ MoMeHTa cTepunnsauun. Cw.
OKOHYaHue CpokKa rofHoCTH Ha
61mcTepe/NoTPedmUTENbCKOM YNaKoBKeE.

[ata wncTeyeHMa cpoka
(opmate I'rrr.MMm. 44

FOAROCTI yKasaHa B The expiration date is indicated in the format

YYYY.MM.DD
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NE3VNHPEKLMNA

HenpvmeHumo. W3genve cTepusibHO. [1OBTOPHOMN
Ae3H(EeKLMN/CTEPUNN3ALUN He MOANEXUT, HO KX
AEe3UH(ULMPYIOT MeXAY CHATMEM U MOBTOPHbLIM
HafeBaHnem

YC/NTOBUA SKCIMNYATALNN,
XPAHEHWA N TPAHCIMNOPTUNPOBAHWA

AhhekTMBHAA K 6GesonacHad aKcnnyarauus JIMH3
BO3MOXHa TONIbKO Npu  COGMOAEHUN  YC/IOBWIA
XpaHeHus 1 TPaHCNOPTUPOBKM.

XpaHuTb npu Temnepatype oT +1°C go +30°C. He
[OoMycKaTb 3aMOpaXKMBaHWsA, He XPaHUTb HUxe
+PC.

MOPALOK N YCNOBUSA YTUMN3ALNN
NN YHUUTOXEHUSA
MEAVNLUMHCKOIO N3AENNSA

NnH3bI Heobxo4MmOo yTUInM3npoBarb B
COOTBETCTBMM C TUTMEHUYECKUMU TpeboBaHUAMM
CaHlluH 2.1.3684-21 «CaHuTapHo-

3NUAEMMNO/IOTMYecKne TpeboBaHUA K COLEPXKaHWUHO
TEPPUTOPMIA TOPOACKUX W CENbCKUX MOCENEHUR, K
BOAHbLIM 00bEKTaM, MUTLEBON BOLE W MUTLEBOMY
BOZOCHabXXeHWI0, aTMOC(epHOMY BO34YyXY, NoyBam,
XUNbIM NMOMeLLEHUNAM, akcnyaraymu
NMPOW3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHWNNA,
opraHusaumm W NPOBEAEHVIO  CaHUTapHO-
NPOTUBO3INNAEMUYECKNX (NpohunakTn4eckmnx)
MeponpusATUA»,  NPUHATbIMU B POCCUIACKOIA
denepaymm.

NnH3bI nognexawue  yTuamsauum rnocne
MCNONb30BaHUA B [OMAaLUHUX YCMIOBUAX, a TAKXKe B
CBA3U C UCTEYEHMEM CPOKa rofHOCTW WK B CryYae
HapyLUeHNs LeNoCTHOCTU YMNaKoOBKM OTHOCATCA K
MeANLUHCKNM oTxofam Knacca A
(anugemuonornyeckn 6e3onacHble  OTXOAbl, MO
coctaBy npubnmxeHHole K TBO). [onyckaetcs
yTWUAU3auma B KOHTelHepbl ¢ ObITOBbIM MYCOPOM.

NnH3bI nojanexatuue yTunusauumu nocne
NCNonb30BaHMA B cTaumoHapax, JIMNY mn 1. n. npu
He0OX0ANMOCTU, YTUIN3UPYIOT U YHUUTOXAKT B
COOTBETCTBUM C MpaBunamy  obpalieHus C
MeANLUHCKUMW OTXO0A4amK, pernameHTUpPOBaHHbLIMU
CaHlMnH 2.1.3684-21:
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DISINFECTION

Not applicable. The product is sterile. It cannot be
re-disinfected / sterilized, but they are disinfected
between removal and reinsertion

TERMS OF USE, STORAGE AND
TRANSPORTATION

Effective and safe operation of the lens is possible
only ifthe storage and transportation conditions are
met.

Store at temperatures from +1°C to +30°C.Do not
allow freezing, do not store below +1°C.

PROCEDURE AND CONDITIONS FOR THE
DISPOSAL OR DESTRUCTION OF A
MEDICAL DEVICE

Lenses must be disposed of in accordance with the
hygienic requirements of SanPin 2.1.3684-21
“Sanitary and epidemiological requirements for the
maintenance of territories of urban and rural
settlements, water bodies, drinking water and
drinking water supply, atmospheric air, soil,
residential premises, operation of industrial and
public premises, organization and implementation
of sanitary and anti-epidemic (preventive)
measures” adopted in the Russian Federation.

Lenses to be disposed of after use at home, as well
as due to expiration date or in case of damage to the
integrity of the packaging, are classed as medical
waste of class A (epidemiologically safe waste,
similar in composition to solid waste). Disposal
into containers with household waste is allowed.

Lenses to be disposed of after use in hospitals,
healthcare facilities, etc., if necessary, dispose of
and destroy in accordance with the rules for
handling medical waste regulated by SanPiN
2.1.3684-21:



- icnonb3oBaHHOe n3genne - knacc b;

- B cnyyae HapyLueHWs LeNOCTHOCTN YNaKOBKN UN
n3genne ¢ NUCTEKLLMM CPOKOM rogHOCTM (He GbiBLUEe
B yrnoTpebneHun) - knacc A

METO/A CTEPUJTN3ALNI

CTepunn3oBaHo Napom

FAPAHTUNHBIE OBA3ATE/ILCTBA

Mpown3BoanTeNb rapaHTMpyeT  COOTBETCTBME
[AaHHOTO  MEeAWLUMHCKOrO  M3Aenns  3asBNeHHbIM
XapaKTepuCTKaM B Mpefdenax COXpaHeHMs CpoKa
FOAHOCTW, MNpW  YCNOBMKU, 4TO COGMtOfatoTCA
Tpe6oBaHMS  MPOM3BOAMTENS,  YKasaHHble B
VHCTPYKLMM N0 NPUMEHEHMIO.

Mpon3BoAnTeNb He HEeCeT OTBETCTBEHHOCTU 3a
MOBPEXAEHUS WM HECUACTHble C/lyyau, BbI3BaHHble
HENPaBUNbHOM 3KCMyaTauuein u3genus, no BUHe

nonb3oBaTenel WAM  BHELIHUX HenpeaBuaeHHbIX
CUTYaUNiA.

PEKJTAMALINA

B cnyyae BO3HWKHOBEHWS BOMPOCOB, CBSI3aHHbIX C
KauecTBOM MeAULIMHCKOTO W3fenns, Heob6XxoLumo
06patnTbCAa K YNONHOMOYEHHOMY [lpefcTaBuTeNto
Mpownssogutens B Poccuiickont Pepepaumm:

O6LLeCTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbIO
«bayw Xenc» (OO0 «bayw Xenc»),

P®d, 115162, r. Mocksea, yn. LLUa6onoska, A. 31,
cTp.5

Ten/pakc:+7 495 510 28 79

email: Russia.Claims@bausch.com
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- The product used is class B.

- In case of violation of the integrity of the
packaging or a product with an expired shelf life
(not used) - class A

METHODS OF STERILIZATION

Steam sterilized.

WARRANTY

The manufacturer guarantees the compliance of
this medical device to the declared characteristics
within the limits of the preservation of the shelf life
(the period of preservation of its sterility), provided
that the manufacturer’s requirements specified in
the instructions for use are complied with.

The manufacturer is not responsible for damage or
accidents caused by improper use of the product,
due to the fault of users or external unforeseen
situations.

RECLAMATION

In case of any questions related to the quality of the
medical device, please contact the Authorized
Representative of the Manufacturer in the Russian
Federation:

Bausch Health Limited Liability Company «
Bausch Health » LLC,

Shabolovka St. 31, Bid. 5, Moscow, 115162
Russia. Tel / Fax: +7 495 510 28 79

email: Russia.Claims@bausch.com



OmumanbHoe paspeLLeHre PerynsaTopHbIX OpraHoB

Bayw aHg JTomb VHkopnopeiTes (Bausch & Lomb Incorporated)
1400 Hopc N'ygmaH Ctput

PouecTtep, wrat Hbto-Mopk 14609

LLraT Heto-[prepcy

Oxpyr HOHVioH
[MoanmcaHo 1 3asiBneHo (v MOLTBEP>KAEHO) B MOEM MPMCY TCTBIM CerofHs, 24 anpend 2024 rogg,

Mapwiccoii laHHa (Marissa Danna) iM4HOCTb KOTOPOV ObiiayC TaHOB/NEHA HA OCHOBaHMI
JOCTATOYHbIX [JOKa3aTENLCTB.

<TiogrmcaHo>
[ogrmek HoTapuyca

<lramn: Puta L. Myp (Rita E Moore) HoTapuyc, wrat Heto-xepcu
CpOoK AeiicTBMSA NOTHOMOYMI UCTeKaeT 19 ceHTsI0pA 2024 r.>

MepeBOA C aHMIMIACKOr 0 5i3blKa Ha PYCCKMIA A3bIK BbIMOHEH NePeBOAYMKOM TapaH VipuHoli BoprcoBHOW
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Poccuitckan ®epepauuns
Nopos MockBa
TpupuaToro maa fBe ThicAYM ABafLaTb YeTBEPTOro roga

A, Mbirbilw Onbra HMKonaesHa, BPEMEHHO MCMNOMHAIOLWMNIA 06593aHHOCTU HOTapuyca ropoga
MockBbI AnexvHa EBreHua BnagumupoBuya, CBWAETENbCTBYKO MOAAMHHOCTL  MOAMNUCU
nepesogymka TapaH VpuHbl BOPUCOBHHGI.

Moanuck caenaHa B MOEM NMPUCYTCTBUMN.

JlnyHocTb nognucasllero AOKYMEHT YCTaHOB/EHaA.

3aperuncTtpupoBaHo B peectpe: No 57/171-H/77-2024-1-2013.

YnnayeHo 3a COBEPLUEHME HOTapuanbHoro aeictemsa: 400 py6. 00 kon.

O.HM
Lo

JWCTT-a.-0B)
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